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DETAILED ACTION 

1. Claims 57-61 and 63-82 are pending. 

2. This application contains claims 59-61 drawn to an invention nonelected with traverse 
the response filed 1 2 November 2003. A complete reply to the final rejection must include 
cancellation of nonelected claims or other appropriate action (37 CFR 1. 144). See MPEP 
§821.01. 

3. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

4. The abstract remains not descriptive of the instant invention, which is a nucleic acid 
encoding Cry2Ae, plants and plant cells transformed with the nucleic acid and a process for 
using the nucleic acid to render plants resistant to lepidopteran pests. A new abstract is required 
that is clearly indicative of the invention to which the claims are directed. The abstract of the 
disclosure should describe the disclosure sufficiently to assist readers in deciding whether there 
is a need for consulting the full patent text for details. The objection is repeated for the reasons 
of record as set forth in the Office action mailed 24 February 2004. Applicant's arguments filed 
24 August 2004 have been fully considered but they are not persuasive. 

Applicant urges that they have amended the abstract to more clearly describe the instant 
invention (response pg 11). 

This is not found persuasive because the use of the words "variants" suggests amino acid 
substitutions; "truncation fragments" would more accurately reflect the invention as claimed. 
5 . The title of the invention is not descriptive of the instant invention, as above. A new title 
is required that is clearly indicative of the invention to which the claims are directed. Note that 
titles can be up to 500 characters long. The objection is repeated for the reasons of record as set 
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forth in the Office action mailed 24 February 2004. Applicant's arguments filed 24 August 2004 
have been fully considered but they are not persuasive. 

Applicant urges that they have amended the title to more clearly describe the instant 
invention (response pg 10). 

This is not found persuasive because the instant claims are drawn to Cry2Ae proteins, not 
Bt proteins in general. 

6. The rejection of claims 57, 63-74 and 76-77 under 35 U.S.C. 1 12, first paragraph, for 
new matter is withdrawn in light of applicant's pointing to support for the phrase. 

7. The rejection of claims 58, 62 and 77 under 35 U.S.C. 1 1 2, first paragraph, for new 
matter is withdrawn in light of applicant's pointing to support for the phrase. 

8. The rejection of claims 57-58 and 63-78 under 35 U.S.C. 1 12, first paragraph, as failing 
to comply with the written description requirement is withdrawn in light of applicant's 
arguments. 

9. The rejection of claims 57-58 and 62-78 under 35 U.S.C. 1 12, first paragraph, because 
the specification, for scope of enablement is withdrawn in light of applicant's arguments. 

10. The rejection of claims 57-58, 63-70, 74 and 76-77 under 35 U.S.C. 102(e) as being 
anticipated by Baum et al (US Patent 6,593,293, filed September 1999) taken with the evidence 
of Datla et al (1 997, BioTechnol. Ann. Rev. 3:269-296) is withdrawn. 



Claim Objections 

Claim s 71, 73, 75 and 77 are objected to because of the following informalities: 



Application/Control Number: 10/040,906 Page 
Art Unit: 1638 

Claim 71, has an improper article before "leader" in part (b). The objection is repeated 
for the reasons of record as set forth in the Office action mailed 24 February 2004. Applicant's 
arguments filed 24 August 2004 have been fully considered but they are not persuasive. 

Applicant urges that use of "the" would create a lack off antecedent basis and that the 
specification uses "a" (response pg 1 1). 

This is not found persuasive. Unless there is more than one leader sequence from the 
Petunia chlorophyll a/b binding protein gene, "the" is correct, just as "the" is correct before 
"chlorophyll" in that phrase. 

Claim 73 has an improper article before "3"' in line 2. The objection is repeated for the 
reasons of record as set forth in the Office action mailed 24 February 2004. Applicant's 
arguments filed 24 August 2004 have been fully considered but they are not persuasive. 

Applicant urges that hat use of "the" would create a lack off antecedent basis and that the 
specification uses "a" (response pg 1 1). 

This is not found persuasive. Unless there is more than one 3' transcript termination and 
polyadenylation region of the CaMV 35S gene "the" is correct, just as "the" is correct before 
"35S" in that phrase. 

The colons after "from" in claim 75, line 3, and "control" in claim 77, line 3 should be 

deleted. 

12. Claim70 is objected to under 37 CFR 1 .75(c), as being of improper dependent form for 
failing to further limit the subject matter of a previous claim. Applicant is required to cancel the 
claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. The process of parent claim 69 would inherently render a plant 
resistant to Chilo suppressalis, C. partellus, Scirpophaga incertulas, S. innotata, Cnaphalocrocis 
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medinalis, Marasmia patnalis, M. exigua, and M ruralis. Thus, claim 70 fails to further limit 
claim 69. 

Claim Rejections - 35 VSC §112 
13. Claims 64, 66-68 and 71-78 are rejected under 35 U.S.C. 1 12, second paragraph, as beim. 
indefinite for failing to particularly point out and distinctly claim the subject matter that 
Applicant regards as the invention. Dependent claims are included in all rejections. 
The rejection is repeated for the reasons of record as set forth in the Office action mailed 24 
February 2004, as applied to claims 62, 64, 66, 68 and 71-78. Applicant's arguments filed 24 
August 2004 have been fully considered but they are not persuasive. 

It is unclear in claim 64 where the DNA encoding a targeting or transit peptide is located 
relative to the DNA sequence and the promoter. 

Applicant urges that one of ordinary skill in the art would know that a transit peptide is 
placed upstream of the coding sequence (response pg 17). 

This is not found persuasive because the transit peptide coding sequence could be 
elsewhere on the chimeric gene, for example before a selectable marker. If applicant intends that 
the transit peptide coding sequence be in operable linkage to the DNA encoding the Cr2Ae 
protein, the claim should so say. 

It unclear in claim 71 if the components in parts (a)-(c) are present in any order, or in 
operably linkage. 

Applicant urges that one of ordinary skill in the art would know that the elements are 
operably linked (response pg 18). 

This is not found persuasive; if they are operably linked the claim should so say. 



Application/Control Number: 10/040,906 p age 
Art Unit: 1638 

Claim 71, part (a) is indefinite in its recitation of "derived". It is unclear how the 
promoters differ from the native promoters. 

Applicant urges that one of ordinary skill in the art would know several variants of the 
35S promoter have been used (response pg 18). 

This is not found persuasive because the specification does not define promoters derived 
from CaMV35S. 

It is unclear in claim 72 where the DNA encoding the TpssuAt transit peptide is located 
relative to the promoter, the leader sequence, and the DNA. It is also unclear for what 
"TpssuAt" is an abbreviation. 

Applicant urges that one of ordinary skill in the art would know that a transit peptide is 
placed upstream of the coding sequence and that the specification states that TpssuAt is a 
chloroplast transit peptide, citing Krebbers er al (response pg 1 8). 

This is not found persuasive because if they are operably linked the claim should so say. 
Applicant did not point to any pages of the specification defining TssuAt. Krebbers et al could 
not considered because it was not sent. 

It is unclear in claim 73 where the transcript termination and polyadenylation region is 
located relative to the other components of the chimeric gene. 

Applicant urges that one of ordinary skill in the art would know that this region is placed 
downstream of the coding sequence (response pg 18). 

This is not found persuasive because if they are operably linked the claim should so say. 

It is unclear in claim 75 if the second chimeric gene has a promoter. 

Applicant urges that one of ordinary skill in the art would know that the chimeric genes 
comprise promoters (response pg 19). 
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This is not found persuasive because if there is a second promoter the claim should so 

say. 

Claim 75, line 4 and claim 78, line 2, are indefinite in their recitation of "derived". It is 
unclear how the toxic fragments or hybrids derived from a CrylF protein differ from the Cry IF 
protein. 

Applicant urges that one of ordinary skill in the art would know that a toxic fragment 
differs from CrylF by being as toxic fragment rather than the entire protein and that hybrids 
differ by having part of another cry protein (response pg 1 9). 

This is not found persuasive because the claim is not limited to hybrids involving other 
Cry proteins or toxic fragments of CrylF. It is noted that a protein "derived; from another can 
have no amino acids in common with the original. 

It is unclear in claim 77, line 2, which protein, of the many that can be encoded by any 
DNA, is the one intended. 

Applicant urges that the claim has been amended to depend upon only claims 57 and 58, 
and thus which proteins are covered by the claim are clear (response pg 19). 

This is not found persuasive because many proteins can be encoded by any DNA. 
Applicant also uses the article "a", which suggests more than one is encoded by the DN A. It is 
noted that replacement of "a" with --the- would not obviate this rejection. 



Claim Rejections - 35 USC § 103 
14. Claims 57-58, 63-70, 74, 76-77 and 79-82 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Baum et al (US Patent 6,593,293, filed September 1999) in view of Schnepf et 
al (Microbiol. Mol. Biol. Rev. 62:775-806). 
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The claims are drawn to a nucleic acid encoding a protein consisting of amino acids 2-49 
to 632 of SEQ ID NO: 2 or of amino acids 1 to 625-631 of SEQ ID NO: 2, or a protein of SEQ ID 
NO:2, chimeric genes comprising it, plants transformed with it, and a process for using it to 
render plants insect resistant. 

Baum et al teach a nucleic acid, SEQ ID NO:l, which encodes the instant SEQ ID NO:2. 
Baum et al also teach the expression of the DNA in plants, including corn and cotton, in chimeric 
gene constructs behind plant promoters, including the CaMV 35S, the FMV 35S, the wound- 
inducible mannopine synthase, and the SSU promoters, a 5' leader sequence, and with and 
without chloroplast, vacuolar or secretion transit peptides, and operably linked to a 3 'terminator 
(column 12, lines 30-43; column 23, lines 1-20; column 57, line 50, to column 63, line 22). The 
plants would inherently be resistant to Helicoverpa armigera, Anticasia gemmatatis, Ses, 



samia 



nonagrioides, S. inferens, Chilo suppresses, C. partellus, Scirpophaga incertulas, S. irmotata, 
Cnaphalocrocis medinalis, Marasmia patnalis, M. exigua, andM ruralis. Baum et al do not 
disclose fragments of the nucleic acid encoding a protein consisting of amino acids 2-49 to 632 
of SEQ ID NO:2 or of amino acids 1 to 625-63 1 of SEQ ID NO:2. 

Schnepf et al teach that another Cry2 protein is activated by processing at the N-terminal 
and C-terminal ends, with about 44 amino acids being removed from the N-terminus and several 
being removed from the C-terminus (pg 783, right column, paragraph 1). 

At the time the invention was made, it would have been obvious to one of ordinary skill 
in the art to modify the nucleic acids taught by Baum et al, to remove about 44 amino acids from 
the N-terminus and several from the C-terminus of the protein, as described in Schnepf et al. 
One of ordinary skill in the art would have been motivated to do so because truncation of the 
modified Cry genes results in more effective expression in plants (Schnepf et al, pg 793, left 
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column, paragraph 3) and to avoid insect resistance (Schnepf et al, pg 795, left column, 
paragraph 2), 



15 



Claim 71 remains rejected and claim 76 is rejected under 35 U.S.C. 103(a) as being 



unpatentable over Baum et al (US Patent 6,593,293, filed September 1999) in view of 
Meulewaeter et al (US 6,294,71 1, filed June 1997). The rejection is repeated for the reasons of 
record as set forth in the Office action mailed 24 February 2004. Applicant's arguments filed 24 
August 2004 have been fully considered but they are not persuasive. 

Applicant urges that no objective reason has been provided to combine the cited 
references (response pg 23). 

This is not found persuasive because selection of a particular untranslated leader 
sequence is an obvious design choice. Unless unexpected results are shown, selection of one 
leader sequence over another does not make the claimed invention non-obvious. 
16. Claim 72 remains rejected under 35 U.S.C. 103(a) as being unpatentable over Baum et al 
in view of Meulewaeter et al as applied to claim 71 above, and further in view of Corbin et al 
(US 6,489,542, filed November 1998). The rejection is repeated for the reasons of record as set 
forth in the Office action mailed 24 February 2004X. Applicant's arguments filed 24 August 
2004 have been fully considered but they are not persuasive. 

Applicant urges that no objective reason has been provided to combine the cited 
references (response pg 23). 

This is not found persuasive because selection of a particular transit peptide sequence is 
an obvious design choice. Unless unexpected results are shown, selection of one transit peptide 
over another does not make the claimed invention non-obvious. 
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17. Claim 73 is rejected under 35 U.S.C. 103(a) as being unpatentable over Baum et al in 
view of Meulewaeter et al as applied to claim 71 above, and further in view of Mettler et al (US 
Patent 6, 1 14,608, filed March 1998). The rejection is repeated for the reasons of record as set 
forth in the Office action mailed 24 February 2004. Applicant's arguments filed 24 August 2004 
have been fully considered but they are not persuasive. 

Applicant urges that no objecti ve reason has been provided to combine the cited 
references (response pg 23). 

This is not found persuasive because selection of a particular termination and 
polyadenylation region is an obvious design choice. Unless unexpected results are shown, 
selection of one termination and polyadenylation region over another does not make the claimed 
invention non-obvious. 

18. Claims 75 and 78 are rejected under 35 U.S.C. 103(a) as being unpatentable over Baum 
et al (US Patent 6,593,293, filed September 1999) in view of Malvar et al (US 6,156,573, filed 
November 1996). The rejection is repeated for the reasons of record as set forth in the Office 
action mailed 24 February 2004. Applicant's arguments filed 24 August 2004 have been fully 
considered but they are not persuasive. 

Applicant urges that no objective reason has been provided to combine the cited 
references (response pg 23). 

This is not found persuasive because selection of a particular second chimeric gene is an 
obvious design choice. Unless unexpected results are shown, selection of one second chimeric 
gene over another does not make the claimed invention non-obvious. 
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Conclusion 

19. No claim is allowed. 

20. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anne R. Kubelik, whose telephone number is (571) 272-0801. 
The examiner can normally be reached Monday through Friday, 8:30 am - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Amy Nelson, can be reached at (571) 272-0804. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 

Anne R Kubelik, Ph.D. 
November 8, 2004 




